PATIENT GUIDE

GENTACIN® (GENTAMICIN EAR DROPS)

Important Information About the Risks of Ototoxicity and Vestibulotoxicity

Associated with Gentamicin-Containing Ear Drops

“This document is approved by The Executive Directorate of Pharmacovigilance, at
SFDA.”

VERSIN.I AUGEST 2026



Gentacin® (Gentamicin Sulphate) Ear Drops

Important Information for Patients

This guide contains important safety information about Gentacin® Ear Drops and the risks of
hearing and balance problems that may occur in some patients using gentamicin-containing ear
drops.

Please read this guide carefully before using your medicine and keep it for future reference.
Why Have I Been Given This guide?

Your healthcare professional has prescribed Gentacin® Ear Drops for the treatment of otitis
externa. Gentacin® contains gentamicin, an antibiotic belonging to a group of medicines called
aminoglycosides.

Gentamicin may rarely affect:
+ Hearing (ototoxicity).
« Balance (vestibulotoxicity).
This guide will help you:
Understand the benefits and risks of treatment.
Recognize symptoms that require medical attention.
Use your medicine correctly.
Know when to contact your healthcare professional.
Do not use Gentacin® Ear Drops:
+ More often than prescribed.
« For longer than prescribed.

« For another person, even if they have similar symptoms
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Understanding the Risks of Hearing and Balance Problems

What are Ototoxicity and Vestibulotoxicity?
Ototoxicity: Damage that affects hearing. This may lead to:
Reduced hearing

Hearing difficulties

Hearing loss

In rare cases, permanent hearing impairment

Vestibulotoxicity: Damage that affects the balance system of the inner ear. This may lead to:
Balance problems

Difficulty maintaining balance

Vestibular disorders

Other balance-related symptoms

Who May Be at Higher Risk?

Some patients may have a higher risk of developing hearing or balance problems while using
gentamicin-containing medicines.
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Tell Your Doctor Before Using Gentacin® Ear Drops If You:
* Are an older adult.

* Have kidney problems.

* Have liver problems.

* Have hearing problems.

* Have balance problems.

* Take other medicines that may affect hearing or kidney function

Why is Your Eardrum Important?

Your doctor should confirm that your eardrum (tympanic membrane) is intact before prescribing
Gentacin® Ear Drops.
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Before Using Gentacin® Ear Drops
Before using Gentacin® Ear Drops, inform your doctor or pharmacist if you:

+ Have hearing problems or hearing loss.

« Have balance problems or vestibular disorders.
« Have kidney problems.

e Have liver problems.

« Have previously experienced side effects with gentamicin or other aminoglycoside
antibiotics.

+ Are taking other medicines, including medicines obtained without a prescription.

Other Medicines You Should Mention
Tell your doctor if you are taking medicines such as:
+ Diuretics such as furosemide or ethacrynic acid.
« Cisplatin.
« Cyclosporin.
« Ampbhotericin .
+ Certain antibiotics, including some cephalosporins.
+ Muscle relaxants or medicines used during anaesthesia.

These medicines may increase the risk of certain side effects.
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Important Safety Information During Treatment

While Using Gentacin® Ear Drops
Use Gentacin® Ear Drops exactly as prescribed by your doctor.
Do not:
+ Use more drops than prescribed.
+ Use the medicine more frequently than prescribed
+ Continue treatment for longer than recommended by your healthcare professional.

o Share your ear drops with another person, even if they have similar symptoms.

Pay Attention to Changes in Hearing
While using Gentacin® Ear Drops, monitor yourself for any changes in hearing.
Tell your doctor immediately if you notice:

« Hearing loss.

» Reduced hearing.

 Difficulty hearing conversations.

e Any sudden changes in hearing.

These symptoms may indicate ototoxicity (hearing-related side effects)
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Pay Attention to Changes in Balance

Gentamicin may also affect the balance system of the inner ear.
Tell your doctor immediately if you experience:

» Balance disturbances.

+ Difficulty maintaining balance.

+ New balance-related symptoms.

These symptoms may indicate vestibulotoxicity (balance-related side effects).

Contact Your Doctor Immediately If

You develop:

O Hearing loss.

(] Reduced hearing.

O Balance problems.

O Worsening ear symptoms.

[ Signs of an allergic reaction. (such as itching, redness, swelling , inflammation, or a rash)

[ Any unusual symptoms that concern you.

Do not stop or change any medicine without speaking to your doctor.
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If You Miss a Dose

Apply the drops as soon as you remember. If it is almost time for your next dose, do not use a
double dose. Continue with your regular dosing schedule.

If Symptoms Do Not Improve

Contact your healthcare professional if:
» Your symptoms get worse.
e Your symptoms do not improve.

* You develop new symptoms.
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Possible Side Effects

Like all medicines, Gentacin® Ear Drops can cause side effects, although not everybody gets
them.

Contact Your Doctor Immediately If You Experience:
Hearing-Related Symptoms
+ Hearing loss.
+ Reduced hearing.
+ New hearing difficulties.
Balance-Related Symptoms
» Balance disturbances.
+ Vestibular symptoms.
Allergic Reactions

Rash & Redness.

Itching.

Swelling.
Difficulty breathing.
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Reporting Side Effects

Report Side Effects to SFDA

National Pharmacovigilance Center (NPC)
Call Center: 19999

Website: http://ade.sfda.gov.sa/

E-mail; npc.drug@sfda.gov.sa
areqo

Scan the QR Code to Report Side Effects

Contact Riyadh Pharma Pharmacovigilance Department
Medical and Cosmetic Products Company Ltd. (Riyadh Pharma)

Email; pv@rivadhpharma.com

Telephone: +966 11 4655075 Ext. 305

RIYADH[;

PHARMA | —=——
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https://riyadhpharma-my.sharepoint.com/personal/pv_riyadhpharma_com/Documents/2026-NOUF/RMM/aRMM/sfda%20comments/artwork/sfda%20comments%20الثانيه/NPC.Drug@sfda.gov.sa
mailto:pv@riyadhpharma.com
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